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Authority under Article 35 and transmitted to the applicant according to Article 36. 

This REPORT consists of a total of 4 sheets, including this cover sheet 
This report is also accompanied by ANNEXES, comprising: 
a. [Z] ( sent 10 the <*PPlte ant and to the International Bureau) a total of 



sheets, as follows: 



□ 



I I sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
1 — 1 and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

PI sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
1-1 beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier^)) 

^_ 9 containing a sequence listing and/or tables related thereto, in computer 

readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). 



4. This report contains indications relating to the following items: 





Box No. I 


□ 


Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 




Box No. VI 


□ 


Box No. Vn 


□ 


Box No. Vm 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
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Form PCT/IPEA/409 (cover sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP2003/015810 



I Box No. I Basis of the report 



1. With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language . 

which is language of a translation furnished for the purpose of: 

[ | international search (under Rules 12.3 and 23.1(b)) 

| | publication of the international application (under Rule 12.4) 

| [ international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replacement 

1 furnished to the receiving Office in response to an invitation under Article 14 are referred to in this report as originally filed 
and are not annexed to this report): 

^\ The international application as originally filed/furnished 

f I the description: t ^ . 

1 — 1 , as originally filed/furnished 



received by this Authority on 
received by this Authority on 



| | the claims: 

pages 

pages* 



, as originally filed/furnished 
, as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



| 1 the drawings: 

pages 

pages* 



j originally filed/furnished 



received by this Authority on 
received by this Authority on 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



I 3. \Z\ amendments have resulted in the cancellation of: 

| | the description, pages , 

| | the claims, Nos. 



| | the drawings, sheets/figs . 

| | the sequence listing (specify): 

| | any table(s) related to sequence listing (specify): 



4 n This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
1 U madeXce they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). 

the description, pages „ _ 

the claims, Nos. . — 



□ 
□ 

| | the drawings, sheets/figs 

| | the sequence listing (specify): 

| | any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
Form PCT/IPEA/409 (Box No. I) (January 2004) 
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InternationaBPplication No. 

PCT/JP03/15810 



Box No. IV Lack of unity of invention 



1 • [Z] 111 response to the invitation to restrict or pay additional fees the applicant has: 
jTj restricted the claims. 
[ | paid additional fees. 
| | paid additional fees under protest 

neither restricted nor paid additional fees. 



I I This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 
' ' — ' not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

I I complied with. 

1X1 not complied with for the following reasons: 

The inventions of claims 1-12 can be divided into two groups of inventions, i.e., a group of 
inventions concerning a method for identifying hepatitis B drug resistance by detecting gene mutations 
in the core promoter region of the hepatitis B virus (claims 1-1 1) and a group of inventions concerning 
a drug for the treatment of hepatitis B using nucleic acids of the hepatitis B virus core promoter region 
(claim 12). 

Therefore, this examination finds that the inventions of claims 1-12 comprise the above two 
groups of inventions, and do not constitute one group of inventions so linked as to form a single 
general inventive concept. 



4. Consequently, this report has been established in respect of the following parts of the international application: 
I I all parts. 

the parts relating to claims Nos. 1-11 
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International ajJPKation No. 

PCT/JP03/15810 

| box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 



1. Statement 

Novelty (N) 



Inventive step (IS) 



Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-11 



2-9 



1,10-11 



l-fl 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 

Document 1: J. Gastroenterol. Hepatol., 2001, Vol. 16, No. 4, pages 393-8 



•Claims 1, 10 and 11 

Based on the description in document 1 cited in the international search report, the inventions of 
claims 1, 10 and 1 1 lack an inventive step. ( - . 

Document 1 states that when there is a genetic mutation m the core promoter region of the 
keratitis B virus, its sensitivity to interferons increases. 

' WWi respect to claims 1, 10 and 11, this examination finds that after referring to the description in 
Idocument 1, persons skilled in the art can easily identify drug resistance by checking fin -genetic 
mutations in die core promoter region of the hepatitis B virus and can use DNA from the hepatitis B 
virus core promoter region as a drug for the treatment of hepatitis B. 

|»Claims 2-9 

, Document 1 cited in the international search report does not describe the inventions of claims 2-9, 
and therefore these inventions are novel and involve an inventive step. 

Document 1 does not describe the identification of lamivudine resistance by checking for genetic 
mutations in the core promoter region of the hepatitis B virus, and persons skilled m the art cannot 
(easily conceive of this matter. 
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| Supplemental Box Relating to Sequence Listing 



| International apJWKtion No. 

PCT/JP03/15810 



I Continuation of Box No. 1, item 2: 



1 1 . With regard to any nucleotide and/or amino acid sequence 



disclosed in the international application and necessary to the claimed 



invention, this report was established on the basis that of: 
a type of material 

1X1 a sequence listing 
| | table(s) related to the sequence listing 
b- format of material 
| | in written format 
[><3 in computer readable form 
time of filmg/rurnishing 

| | contained in the international application as riled 

^ filed together with the international application in computer readable form 
□ furnished subsequently to this Authority for the purpose of search and/or examination 
| | received by this Authority as an amendment* on 



c. 



2. 



3. 



application as 
Additional comments: 



filed or does not go beyond the application as filed, as appropriate, were furnished. 



♦ JJ -item 4 in BoxNo. I applies, the listing and /or table® related thereto, which form part of the basis of the report, maybe marked | 
"superseded". 

' Form PCT/IPEA/409 (Supplemental Box Relating to Sequence Listing) (January 2004) 
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